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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Public  Health  Service 

42  CFR  Part  110 

Qualification  of  Health  Maintenance 
Organizations 

agency:  Public  Health  Service,  HHS. 
action:  Notice  of  proposed  rulemaking. 

summary:  This  notice  proposes  to 
amend  the  Public  Health  Service 
regulations  on  the  qualification  of  health 
maintenance  organizations  (HMOs). 
These  amendments  are  proposed  as  a 
result  of  the  HMO  Amendments  of  1978 
(Pub.  L.  95-559)  and  the  Secretary’s 
experience  with  the  interim  regulations 
published  on  June  8, 1977.  The  proposed 
changes  would(l)  modify  the  appeal 
procedures  followed  by  the  Secretary 
when  an  entity  is  denied  qualification, 

(2)  revise  the  requirements  for  the 
signing  of  assurances  by  qualified 
HMOs,  (3)  clarify  how  the  Secretary 
treats  information  submitted  by  an 
applicant  for  qualification  which  may  be 
requested  under  the  Freedom  of 
Information  Act,  and  (4)  make  other 
clarifying  and  technical  revisions 
regarding  the  qualification  of  HMOs. 
date:  Comments  must  be  received  on  or 
before  December  28, 1981. 

ADDRESSES:  Written  comments  should 
be  sent  to  the  Director,  Office  of  Health 
Maintenance  Organizations,  Office  of 
the  Assistant  Secretary  for  Health,  Park 
Building,  3rd  Floor,  12420  Parklawn 
Drive,  Rockville,  Maryland  20857.  The 
comments  will  be  available  for  public 
inspection  between  the  hours  of  8:30 
a.m.,  and  5:00  p.m.,  Monday  through 
Friday  except  for  Federal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 
Frank  H.  Seubold,  Acting  Director, 

Office  of  Health  Maintenance 
Organizations,  Park  Building,  Rm.  3-10, 
12420  Parklawn  Drive,  Rockville, 
Maryland  20857;  301/443-4106. 
SUPPLEMENTARY  INFORMATION:  On  June 
8, 1977,  interim  regulations  were 
published  in  the  Federal  Register  (42  FR 
29414-6)  to  amend  42  CFR  Part  110, 
Subpart  F,  issued  under  Title  XIII  of  the 
Public  Health  Service  Act  (the  Act).  As 
a  result  of  questions  that  have  arisen 
during  the  implementation  of  these 
regulations,  and  to  clarify  the  impact  of 
the  HMO  Amendments  of  1978  (Pub.  L 
95-559)  on  this  subpart,  the  Secretary 
proposes  to  amend  certain  provisions  of 
the  regulations.  Additionally,  the 
Secretary  proposes  to  codify  in  this 
subpart  certain  provisions  relating  to 
qualification  review  procedures  that 


were  previously  described  in  a  Notice  in 
the  Federal  Register  (45  FR  19053)  on 
March  24, 1980.  Finally  the  Secretary 
proposes  to  revoke  that  portion  of  a 
notice  of  proposed  rulemaking  (41  FR 
40292,  September  17, 1976),  regarding 
Subpart  F.  That  notice  proposed  to 
amend  this  subpart  to  conform  to 
proposed  regulations  on 
reconsiderations  and  hearings.  The 
changes  now  proposed  by  the  Secretary 
obviate  the  need  for  conforming  Subpart 
F  to  those  earlier  proposals.  \ 

The  proposed  changes  are 
summarized  below. 

1.  Section  110.605(f)  currently  provides 
that  an  entity  which  has  been  denied 
qualification  has  the  right  to  request  a 
fair  hearing.  For  the  following  reasons, 
the  Secretary  proposes  to  delete  this 
provision  and  the  references  made  to 
this  hearing  in  §  110.605  (d)  and  (e). 

The  Department  has  adopted 
predetermination  procedures  (described 
below)  which  give  applicants  adequate 
opportunity  to  present  their  applications 
and  revise  them  as  necessary  to  correct 
deficiencies.  Only  two  hearings  have 
ever  been  requested  under  §  110.605(f), 
and  none  has  been  requested  since 
these  predetermination  procedures  were 
adopted.  The  Secretary  believes  that  the 
procedures  currently  followed  in  making 
an  initial  determination  and 
reconsidered  determination  regarding 
the  qualification  of  an  HMO  are 
adequate.  Prior  to  an  initial  denial  of 
qualification,  an  applicant  is  provided 
an  opportunity  to  remedy  any  defects  in 
its  application.  An  applicant  that 
appears  not  to  meet  the  requirements  for 
qualification,  but  may  be  able  to  meet 
them  within  60  days,  is  provided  (1) 
notification,  by  the  Secretary  that  he 
intends  to  deny  qualification  and  (2)  an 
opportunity,  to  respond  in  writing  within 
60  days  to  those  issues  which  are  the 
basis  of  the  Secretary's  notification. 

(See  the  Federal  Register  Notice 
published  on  March  24, 1980,  at  45  FR 
19053,  summarizing  these  qualification 
review  procedures.)  The  Secretary 
proposes  to  include  this  x 

predetermination  procedure  in  the 
regulations  at  §  110.605(b).  Upon  the 
denial  of  an  application  for 
qualification,  the  Secretary  also  is 
required  under  current  $  110.605(d)  to 
provide  an  applicant  a  reasonable 
opportunity  for  a  reconsideration  of  the 
denial  in  accordance  with  procedures 
set  forth  in  §  110.605(e).  Taken  together, 
the  predetermination  procedure 
described  in  proposed  §  110.605(b)  and 
the  post-determination  reconsideration 
described  in  current  §  110.605(d)  afford 
an  applicant  sufficient  opportunity  to  be 
heard  and  to  provide  the  Secretary  with 


an  adequate  factual  basis  for  his  final 
determination. 

2.  Section  110.603  of  the  interim 
regulations  requires  an  entity  which  the 
Secretary  finds  meets  the  requirements 
of  Subpart  A  of  this  part  to  sign  and 
provide  to  the  Secretary  written 
assurances  that  it  will  continue  to 
comply  with  these  requirements.  Some 
applicants  for  qualification  as  HMOs 
have  inquired  whether  these  assurances 
must  be  signed  within  a  certain  period 
of  time  following  the  Secretary’s  notice 
to  the  entity  that  it  meets  requirements 
for  qualification.  Because  a  decision  by 
the  Secretary  to  qualify  an  entity  is 
based  upon  the  evaluation  of 
information  that  is  subject  to  change 
over  time,  the  Secretary  believes  that  an 
applicant  should  sign  and  return  its 
assurances  within  a  short  period  of  time 
following  the  Secretary’s  decision. 
Therefore,  the  Secretary  proposes  to 
amend  §  110.603  (a)  and  (b)  to  require 
that  the  assurances  of  preoperational,. 
operational  and  transitionally  qualified 
HMOs  be  signed  and  returned  within  30 
days  from  the  date  of  the  Secretary’s 
notice.  In  addition,  the  Secretary 
proposes  that  §  110.603(d)  provide  that 
the  Secretary  will  notify  in  writing  an 
applicant  that  does  not  sign  its 
assurances  within  the  30  day  period  that 
its  application  is  considered  withdrawn 
without  prejudice  and  that  it  is  not  a 
qualified  HMO.  The  Secretary  also 
proposes  to  amend  the  requirements  for 
preoperational  qualification  at 
§  110.603(c). 

Currently,  a  preoperational  qualified 
HMO  is  required  to  become  operational 
within  30  days  of  the  Secretary’s 
determination  and  meet  the 
requirements  of  Subpart  A  of  this  part 
when  it  becomes  operational.  This 
notice  proposes  that  a  preoperational 
HMO  be  allowed  60  days  to  become 
operational  in  order  to  allow  for  factors, 
such  as  State  licensure,  which  are  not 
within  the  HMO’s  control  and  which 
may  delay  the  HMO  becoming 
operational  and  meeting  the 
requirements  of  Subpart  A. 

The  Secretary  proposes  to  delete 
§  110.603(b)(4),  which  addresses  the 
timing  for  the  execution  of  assurances 
by  a  transitionally  qualified  HMO.  This 
provision  is  no  longer  necessary 
because  §  110.603(b),  as  proposed, 
would  require  the  HMO  to  provide 
written  assurances  to  the  Secretary 
within  30  days  of  the  Secretary’s 
determination  that  it  is  a  transitionally 
qualified  HMO. 

Section  110.603(b)(3)  now  requires  * 
each  regional  component  of  an  HMO  to 
sign  its  assurances  within  one  year  from 
the  date  of  the  signing  by  the  first 
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component.  The  Secretary  proposes  to 
delete  this  provision  because  the 
Secretary  now  believes  that  the  one- 
year  limitation  unnecessarily  restricts 
an  HMO’s  growth. 

3.  The  Secretary  does  not  propose  to 
revise  §  110.603(b)(2)  (ii),  which 
addresses  the  organizational  and 
operational  requirements  for 
transitionally  qualified  HMOs  and  the 
exceptions  from  those  requirements  that 
apply  to  contracts  in  effect  at  the  time  of 
transitional  qualification.  However, 
because  several  persons  have  requested 
clarification  of  the  exception  from  the 
community  rating  requirement  in  light  of 
the  1978  amendments  to  section  1301  of 
the  Act,  the  Secretary  offers  the 
following  guidance  about  these 
provisions:  Section  1301(b)(1)  of  the  Act 
and  §  110.105(c)(1)  of  this  part  permit  an 
entity  which  has  provided 
comprehensive  health  services  on  a 
prepaid  basis  prior  to  qualification  to 
defer  the  community  rating  of  the 
payment  for  basic  health  services  for  48 
months  following  the  month  in  which  it 
was  qualified.  The  Secretary  notes  that, 
while  an  HMO  may  meet  the 
requirements  for  transitional 
qualification  by  having  one  or  more 
existing  contracts  for  comprehensive 
health  services,  as  defined  in  Subpart  A 
of  this  part,  it  will  not  be  entitled  to 
postpone  the  community  rating 
requirement  unless  it  provides  evidence 
to  the  Secretary  which  indicates  that  it 
was  a  bona  fide  provider  of 
comprehensive  health  services  prior  to 
qualification.  (See  “Information 
Regarding  Requirements  for  Health 
Maintenance  Organizations,”  45  FR 
28662,  April  29, 1980).  A  transitionally 
qualified  HMO  which  does  not  meet  the 
requirements  for  the  48  month  delay 
therefore  must  fix  payments  for 
contracts  entered  into  subsequent  to 
qualification  (except  for  those  contracts 
specified  in  $  110.105(b)(3)(ii)  and 
§  110.105(c)(2))  under  a  community 
rating  system  and  must  phase-in 
community  rating  for  those  contracts 
which  were  in  effect  prior  to 
qualification  within  three  years  of 
qualification.  On  the  other  hand,  an 
HMO  which  does  meet  the  requirements 
for  the  48  month  delay  need  nor  fix 
payments  under  a  community  rating 
system  for  any  of  its  contracts  during 
that  48  month  period.  In  addition,  the 
proposed  rule  clarifies  that  this  phase-in 
should  occur  on  a  contract-by-contract 
basis,  when  each  contract  is  renewed. 

4.  Footnote  1  to  §  110.604  of  the 
interim  regulations  currently  describes  a 
procedure  which  is  inconsistent  with  the 
Secretary’s  normal  practices  under  the 
Freedom  of  Information  Act  (FOIA)  (5 


U.S.C.  552)  and  the  Secretary’s 
implementing  regulations  (45  CFR  5.71). 
As  it  now  reads,  that  footnote 
incorrectly  states  that  the  Secretary  will 
make  a  determination  as  to  the 
applicability  of  the  FOIA  exemption 
provisions  upon  receipt  of  any  document 
submitted  in  connection  with  a 
qualification  application  which  has  been 
marked  “privileged"  by  the  applicant.  In 
addition,  the  footnote  states  that  the 
Secretary  allows  the  applicant  to 
withdraw  its  application  if  it  does  not 
concur  with  the  Secretary’s 
determination  regarding  the  FOIA.  In 
fact,  the  Secretary  does  not  make  a 
determination  as  to  whether  material  in 
a  qualification  application  is  considered 
privileged  under  die  FOIA  until  a 
request  for  that  material  is  made  by  the 
public.  Therefore,  the  Secretary 
proposes  to  amend  this  footnote  1  (to  be 
re-numbered  as  footnote  2)  so  that  it 
conforms  with  actual  Department  policy 
and  practices. 

While  applicants  for  qualification  may 
continue  to  indicate  to  the  Secretary 
their  claims  of  privilege  as  to  documents 
submitted  during  the  qualification 
process,  the  Secretary  will  review  all 
materials  on  a  case-by-case  basis  when 
a  request  from  the  public  is  made,  and 
an  applicant’s  claim  will  not  obligate  the 
Secretary  to  find  that  these  materials 
are  in  fact  privileged  under  the  FOIA. 
Because  it  would  be  inconsistent  with 
the  FOIA  to  permit  an  applicant  to 
withdraw  materials  from  the  Secretary’s 
records  once  a  request  for  those 
materials  has  been  made  under  the 
FOIA,  the  Secretary  has  deleted  the 
provision  permitting  applicants  to  do  so. 

5.  Section  110.604(b)  currently  requires 
an  applicant  for  qualification  to  list 
certain  financial,  proprietary  and 
managerial  relationships  with  its 
contractors  who  provide  professional 
health  services  or  administrative 
services  to  the  applicant.  The  Secretary 
proposes  to  modify  this  provision  so  that 
it  is  consistent  with  Section  1318  of  the 
Act  (added  by  the  HMO  Amendments  of 
1978),  which  requires  an  HMO  to 
disclose  its  transactions  with  “a  party  in 
interest,”  including  any  sales,  exchange, 
or  leasing  of  property:  any  furnishing  of 
goods,  certain  services,  or  facilities;  and 
any  lending  of  money  or  other  extension 
of  credit. 

6.  Section  110.605(b)  currently  requires 
the  Secretary  to  publish  information 
regarding  newly  qualified  HMOs  in  the 
Federal  Register  on  a  monthly  basis  and 
to  publish  a  cumulative  list  of  all 
qualified  HMOs  on  an  annual  basis.  The 
Secretary  proposes  to  delete  the 
requirement  for  an  annual  listing,  since 
the  Secretary  now  includes  this 


information  in  the  Secretary’s  Annual 
Report  to  Congress,  as  required  by 
section  1315  of  the  Act.  In  addition,  a 
cumulative  list  of  HMOs  and 
descriptions  of  their  service  areas  can 
be  obtained  from  the  Document  Room, 
Office  of  Health  Maintenance 
Organizations  by  making  a  written 
request  or  by  visiting  that  Office 
between  the  hours  of  8:00  a.m.  and  4:30 
p.m.,  Monday  through  Friday.  See 
proposed  §  110.605(f).  Proposed 
§  110.605(f)  specifies  that  interested 
persons  may  contact  the  Document 
Room,  Office  of  Health  Maintenance 
Organizations  between  the  hours  of  8:00 
a.m.  and  4:30  p.m.,  Monday  through 
Friday,  to  schedule  a  time  when 
information  other  than  these  lists  and 
descriptions  may  be  inspected. 

7.  The  Secretary  proposes  to  add  at 
§  110.605(e)  a  new  provision  which 
provides  that  an  applicant  which  has 
been  denied  qualification  upon 
reconsideration  may  not  reapply  until  at 
least  four  months  have  lapsed.  This 
period  is  intended  to  assure  that  the 
qualification  process  is  not  unduly 
burdened  with  the  necessity  for  review 
of  applications  submitted  solely  for  the 
purpose  of  remaining  in  the  qualification 
process. 

8.  The  Department  is  required  to 
submit  to  the  Office  of  Management 
Budget  (OMB)  for  review  and  approval, 
the  application  form  referred  to  in 

§  110.604.  The  Department  has 
submitted  the  application  form  to  OMB 
requesting  this  review  and  approval. 
This  subpart  contains  no  other  reporting 
or  recordkeeping  requirements. 

9.  Other  minor  technical  and  editorial 
changes  are  also  proposed. 

The  Assistant  Secretary  for  Health  for 
the  Department  of  Health  and  Human 
Services,  with  the  approval  of  the 
Secretary  of  Health  and  Human 
Services,  hereby  proposes  to  amend  42 
CFR  Part  110,  Subpart  F,  to  read  as  set 
forth  below. 

Dated:  August  4, 1981. 

Edward  N.  Brandt,  Jr., 

Assistant  Secretary  for  Health. 

Approved:  October  5, 1981. 

Richard  S.  Schweiker, 

Secretary. 

PART  110 — HEALTH  MAINTENANCE 
ORGANIZATIONS 

It  is  proposed  to  revise  Subpart  F  to 
read  as  follows: 

Subpart  F— Qualification  of  Health 
Maintenance  Organizations 

Sec. 

110.601  Applicability. 

110.602  Definitions. 
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Sec. 

110.603  Requirements  for  qualification. 

110.604  Application  requirements. 

110.605  Evaluation  and  determination  of 

qualification. 

Authority:  Sec.  215  of  the  Public  Health 
Service  Act,  58  Stat.  690  (42  U.S.C.  216):  secs. 
1301-1318  of  the  Public  Health  Service  Act,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e- 
300e-17). 

Subpart  F— Qualification  of  Health 
Maintenance  Organizations 
§110.601  Applicability. 

The  regulations  of  this  subpart  apply 
to  any  entity  seeking  a  determination  by 
the  Secretary  under  section  1310(d)  of 
the  Act  that  it  is  a  qualified  health 
maintenance  organization  (HMO). 

§  1 1 0.602  Definitions. 

In  addition  to  the  terms  defined  in 
§  110.101  of  this  part,  as  used  in  this 
subpart: 

(a)  “Operational  qualified  HMO” 
means  an  HMO  which  the  Secretary  has 
determined  provides  basic  and 
supplemental  health  services  to  all  of  its 
members  in  accordance  with  Subpart  A 
of  this  part  and  is  organized  and 
operated  in  accordance  with  Subpart  A 
of  this  part. 

(b)  “Transitionally  qualified  HMO” 
means  an  entity  which  operates  a 
prepaid  health  care  delivery  system  and 
which  the  Secretary  has  determined 
meets  the  requirements  of  §  110.603(b). 

A  transitionally  qualified  HMO  is 
considered  a  "qualified  HMO”  for  the 
purpose  of  compliance  by  an  employer 
with  the  requirements  of  section  1310  of 
the  and  Subpart  H  of  this  part.  Under 
these  requirements,  the  employer  must 
include  the  HMO  in  its  health  benefits 
plan  so  long  as  the  HMO’s  qualification 
has  not  been  revoked  under  section 
1312(b)  of  the  Act  and  §  110.904(d)  of 
this  part. 

(c)  “Preoperational  qualified  HMO” 
means  an  entity  which  the  Secretary  has 
determined  will,  when  it  becomes 
operational,  be  a  qualified  HMO. 

§  1 10.603  Requirements  for  qualification. 

Upon  the  basis  of  an  application 
submitted  in  accordance  with  this 
subpart  and  any  additional  information 
and  investigation  (including  site  visits) 
the  Secretary  may  require: 

(a)  The  Secretary  will  determine  that 
the  applicant  is  an  operational  qualified 
HMO  upon  finding  that  it  meets  the 
requirements  of  Subpart  A  of  this  part 
and  if  it  provides  written  assurances 
satisfactory  to  the  Secretary,  within  30 
days  of  the  date  of  the  Secretary’s 
determination,  that  it: 

(1)  Provides  and  will  provide  basic 
health  services,  (and  any  contracted  for 


supplemental  health  services)  to  its 
members; 

(2)  Provides  and  will  provide  these 
services  in  the  manner  prescribed  by 
section  1301(b)  of  the  Act  and  Subpart  A 
of  this  part; 

(3)  Is  organized  and  operated,  and  will 
continue  to  be  organized  and  operated, 
in  the  manner  prescribed  by  section 
1301(c)  of  the  Act  and  Subpart  A  of  this 
part; 

(4)  Under  arrangements  which  will 
safeguard  the  confidentiality  of  patient 
information  and  records,  will  provide 
access  to  the  Secretary  and  the 
Comptroller  General  or  any  of  their  duly 
authorized  representatives  for  the 
purpose  of  audit,  examination  or 
evaluation  to  any  books,  documents, 
papers,  and  records  of  the  entity  relating 
to  its  operations  as  an  HMO,  and  to  any 
facilities  operated  by  the  entity;  and 

(5)  Will  continue  to  comply  with  any 
other  assurances  which  the  entity  has 
given  to  the  Secretary  under 

§§  110.203(b),  110.303(h),  and  110.403(b). 

(b)  The  Secretary  may  determine  that 
an  applicant  is  a  transitionally  qualified 
HMO  upon  finding  that  it  currently  is 
organized  and  is  providing  prepaid 
health  services  as  described  in  this 
paragraph  and  if  it  provides  written 
assurances  satisfactory  to  the  Secretary, 
within  30  days  of  the  date  of  the 
Secretary’s  determination,  that  it  will: 

(1)  With  respect  to  all  new  group  and 
individual  (non-group)  contracts  which 
it  enters  into  after  the  date  of  the 
Secretary’s  determination,  provide  basic 
health  services  (and  any  contracted  for 
supplemental  health  services)  to 
members  enrolled  under  these  contracts 
and  will  provide  these  services  in  the 
manner  prescribed  by  Subpart  A  of  this 
part,  and  with  respect  to  these  members, 
will  be  organized  and  operated  in 
accordance  with  §  110.108  of  this  part. 

(2)  With  respect  to  its  group  and 
individual  contracts  which  are  in  effect 
on  the  date  of  the  Secretary’s 
determination  and  which  are  renewed 
or  renegotiated  during  the  period 
approved  by  the  Secretary  under 
paragraph  (b)(2)(iii)  of  this  section  in 
accordance  with  the  plan  as  approved: 

(i)  Provide  at  least  those  services 
specified  in  the  following  sections  of  this 
part  (except  that  these  services  may  be 
limited  as  to  time  and  cost): 

§  110.102(a)(1)  (physician  services); 

§  110.102(a)(2)  (outpatient  services  and 
inpatient  hospital  services); 

§  110.102(a)(3)  (medically  necessary 
emergency  health  services);  and 
§  110.102(a)(6)  (diagnostic  laboratory 
and  diagnostic  and  therapeutic 
radiologic  services); 

(ii)  Be  organized  and  operated  in 
accordance  with  §  110.108  (except  that  it 


need  not  assume  full  financial  risk  for 
the  provision  of  basic  health  services  as 
required  by  §  110.108(b),  and  need  not 
abide  by  the  limitations  on  insurance  of 
§  110.108(b)  (1)  and  (3))  and  provide  that 
payment  for  basic  health  services  shall 
be  in  accordance  with  §  110.105  (except 
that  it  need  not  comply  with  (A)  the 
requirement  for  a  community  rating 
system  of  §  110.105(a)(3),  (B)  the 
limitations  on  copayments  of 
§  110.105(a)(4),  and  (C)  the  requirement 
of  §  110.106(b)  that  supplemental  health 
services  payments  which  are  fixed  on  a 
prepayment  basis  be  fixed  under  a 
community  rating  system); 

(iii)  Implement  a  time-phased  plan 
acceptable  to  the  Secretary  which 
specifies  definite  steps  for  meeting,  at 
the  time  of  renewal  of  each  group  or 
individual  contract,  but  not  to  exceed  3 
years  from  the  date  of  the  Secretary’s 
determination,  all  the  requirements  of 
Subpart  A  of  this  part;  and 

(iv)  Upon  completion  of  the  time- 
phased  plan,  (A)  provide  basic  and 
supplemental  health  services  to  all  of  its 
members,  (B)  provides  these  services  to 
all  of  its  members  in  the  manner 
prescribed  by  Subpart  A  of  this  part, 
and  (C)  be  organized  and  operated  in 
the  manner  prescribed  by  Subpart  A  of 
this  part. 

(c)  The  Secretary  may  determine  that 
an  applicant  is  a  preoperational 
qualified  HMO  if  it  provides,  within  30 
days  of  the  Secretary’s  determination, 
satisfactory  assurances  that  it  will 
become  operational  within  60  days 
following  that  determination  and  will, 
when  it  becomes  operational,  meet  the 
requirements  of  Subpart  A  of  this  part. 
Upon  notification  by  the  applicant  to  the 
Secretary  that  it  has  become 
operational,  the  Secretary  will,  within  30 
days  of  this  notification,  make  a 
determination  whether  the  applicant  is 
an  operational  qualified  HMO.  In  the 
absence  of  this  determination,  the 
organization  is  not  an  operational 
qualified  HMO  even  though  it  becomes 
operational. 

(d)  The  Secretary  will  notify  in  writing 
an  applicant  which  the  Secretary  has 
determined  meets  the  requirements  for 
qualification  but  which  fails  to  sign  its 
assurances  within  30  days  following  the 
date  of  the  determination  that  its 
application  is  considered  withdrawn 
and  that  it  is  not  a  qualified  HMO. 

§  110.604  Application  requirements. 

(a)  An  applicant  seeking  a 
determination  that  it  is  a  qualified  HMO 
under  this  subpart  shall  apply  to  the 
Secretary  in  the  form  and  manner  which 
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the  Secretary  prescribes.1  The 
application  must  be  executed  by  an 
individual  authorized  to  act  for  the 
applicant  and  to  assume  on  behalf  of  the 
applicant  the  obligations  imposed  by  the 
statute  and  the  regulations  of  this  part. 
The  applicant  must  provide  a  complete 
description  of  how  the  applicant  meets 
or  will  meet  the  requirements  of  Subpart 
A  of  this  part  and  applicable  sections  of 
the  Act* 

(b)  In  addition,  each  application  must 
contain  a  description  of  the  following 
significant  business  transactions 
between  the  applicant  and  a  party  in 
interest  and  a  justification  that  the  costs 
of  these  transactions  do  not  exceed  the 
costs  which  would  be  incurred  if  these 
transactions  were  to  be  with  someone 
who  is  not  a  party  in  interest,  as  defined 
in  S  110.101  of  this  part  (or  if  they  do,  a 
justification  that  the  higher  costs  are 
consistent  with  prudent  management 
and  the  fiscal  soundness  requirements 
of  §  110.108(a)(1)  of  this  part): 

(1)  Sale,  exchange,  or  leasing  of 
property; 

(2)  Furnishing  for  consideration  of 
goods,  services  (including  management 
services,  but  excluding  health  services 


1  Application  forms  and  instructions  may  be 
obtained  by  writing  the  Office  of  Health 
Maintenance  Organizations,  Division  of 
Qualification,  Park  Building— 3rd  Floor,  12420 
Parktawn  Drive,  Rockville,  Maryland  20857,  or  the 
Regional  Health  Administrator  in  the  appropriate 
Regional  Office  of  the  Department  of  Health  and 
Human  Services  at  the  addresses  set  forth  at  45  CFR 
5.31(b). 

'Applicants  should  be  aware  that  provisions  of 
the  Freedom  of  Information  Act.  5  U.S.C.  552,  may 
require  disclosure  of  certain  official  Government 
records.  Regulations  of  the  Department  of  Health 
and  Human  Services,  45  CFR  Part  5,  provide 
exceptions  to  disclosure.  Applicants  submitting 
material  which  they  feel  is  covered  by  these 
exceptions  should  label  the  material  "privileged’' 
and  include  a  concise  explanation  of  the 
applicability  of  45  CFR  Part  5.  Upon  receipt  of  a 
request  for  information  under  the  Freedom  of 
Information  Act  the  Secretary  will  examine  the 
information  and  determine  whether  it  is  subject  to 
disclosure  or  is  exempt  from  disclosure  because  of 
any  privilege  or  other  basis  for  exemption. 


provided  to  members  by  staff,  medical 
groups,  IPAs,  or  any  combination 
thereof  and  services  provided  by 
employees  of  the  applicant  in  the  norma) 
course  of  their  employment),  or 
facilities;  and 

(3)  Lending  of  money  or  other 
extension  of  credit. 

$  1 10.605  Evaluation  and  determination  of 
qualification. 

(a)  The  Secretary  will  evaluate 
applications  submitted  under  this 
subpart  and  will  obtain  any  additional 
necessary  information,  employing  site 
visits,  public  hearings  or  any  other 
appropriate  procedures.  If  an 
application  is  incomplete,  the  Secretary 
will  notify  the  applicant  and  provide  it 
with  an  opportunity  to  furnish  the 
missing  information  within  60  days  of 
the  date  of  the  notice.  Following  the 
evaluation  of  all  relevant  information, 
the  Secretary  will  determine  whether 
the  applicant  meets  the  appropriate 
requirements  of  $S  110.603  and  110.604, 
section  1301  of  the  Act,  and  Subpart  A 
of  this  part 

(b)  Upon  finding  that  an  applicant  (1) 
does  not  appear  to  meet  the 
requirements  for  qualification  and  (2) 
appears  to  be  able  to  meet  the 
requirements  within  60  days,  the 
Secretary  will  issue  to  the  applicant  a 
notice  of  intent  to  deny  qualification  and 
a  summary  of  the  basis  for  this 
preliminary  finding.  Within  60  days  of 
the  date  of  this  notice,  the  applicant  may 
respond  in  writing  to  the  issues  or  other 
matters  which  were  the  basis  for  the 
Secretary's  preliminary  finding,  and  may 
revise  its  application  to  remedy  any 
defects  identified  by  the  Secretary. 

(c)  The  Secretary  will  notify  each 
applicant  for  qualification  under  this 
subpart  of  the  determination  and  the 
basis  for  the  determination. 

(d)  Upon  the  denial  of  an  application 
.  for  qualification  under  this  subpart,  the 

Secretary  will  notify  the  applicant  in 


writing  and  provide  the  applicant  an 
opportunity  to  request  a  reconsideration 
of  the  determination.  A  request  for 
reconsideration  must  be  submitted  in 
writing,  within  60  days  following  the 
date  of  the  notification  of  denial, 
addressed  to  the  officer  or  employee  of 
the  Department  of  Health  and  Human 
Services  who  has  denied  the 
application,  and  set  forth  the  grounds 
upon  which  the  reconsideration  is 
requested,  specifying  the  material  issues 
of  fact  and  of  lav/  upon  which  the 
applicant  relies.  Reconsideration  will  be 
based  upon  the  record  compiled  during 
the  qualification  review  proceedings, 
materials  submitted  in  support  of  the 
request  for  reconsideration,  and  other 
relevant  materials  available  to  the 
Secretary.  The  Secretary  will  provide 
written  notice  of  the  reconsidered 
determination  to  the  applicant  The 
notice  will  set  forth  the  basis  for  the 
determination. 

(e)  An  applicant  receiving  a 
reconsideration  denial  may  not  submit  a 
new  application  for  qualification  until  at 
least  four  months  after  the  date  of  the 
notice  of  that  determination. 

(f)  The  Secretary  will  publish  on  a 
monthly  basis  in  the  Federal  Register 
the  names,  addresses,  and  descriptions 
of  the  service  areas  of  the  newly 
qualified  HMOs.  A  cumulative  fist  of 
qualified  HMOs  may  be  obtained  by 
writing  the  Document  Control  Unit, 
Office  of  Health  Maintenance 
Organizations,  Park  Building,  3rd  Floor, 
12420  Parklawn  Drive,  Rockville, 
Maryland  20857,  or  by  visiting  that 
Office  between  the  hours  of  8:00  a.m. 
and  4:30  p.m.,  Monday  through  Friday. 
Interested  persons  should  contact  that 
Office  between  8:00  a.m.  and  4:30  p.m., 
Monday  through  Friday,  to  make  an 
appointment  to  obtain  additional 
information  regarding  qualified  HMOs. 
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